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Dear Mr, Berliner:

YoL~rfacility was inspected on December 20’1’,2000 by a representative of the New Yorl< City
Department of Health, BUreatl of Radiological Heal[h, acting on behalf of the U. S. Food & DrLlg
Administration (FDA). We apologize for the delay in agency review of the noncompliances during
this inspection.

This inspection revealed a serious regulatory problem involving the mammography operation at your
facility. Under a United States Federal Law, the Mammography Quality Standards Act of 1992,
yoLlr facility must meet specific requirements for mammography. These requirements help protect
the health of women by assuring that a facility can perform qtlality mam]nography procedures. The
inspection revealed the following repeat Level 2 noncompliance finding at your facility:

I, Tl~e till~eperio(i bet)vee]l tllcprcviolls a~zdcllrre]~t Mcdiccll Pl~J?sicist’s slirveys for
x-ray ll]lit #2, Sic!llells l~~edica~Syste]lzs, exceel[s 14 ]lloi~tJ~s.

The specific problem noted above appeared on your MQSA Facility Inspection Report, which was
issued tQL-~%urfacility at the close of the inspection. This problem is identified as a repeat Level 2

1
.~” noncompliance, because it identifies a Failllre to meet a significant MQSA requirelnent and indicates
~ failure by yollr facility to implement correction of a problem found dtlring yotlr previous inspection.i,

.
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Becatlse this condition maybe symptomatic of seriotls Llnderiying problelms that cot]ld compromise
the qtlality of mammography operations at yOLII-facility, it represents a violation of the law, w’hich
may resLllt in FDA tal<ing regl~latory action withotlt fllllher notice to yo~l. These actions incltlde, btlt
are not limited to, placing yotlr facility t~nder a Directed Plan of Correction, charging yot~r facility
for the cost of on-site monitoring, assessing civil money penalties Llpto $10,000 for each failtlre to
,sLlbstantially comply with, or each day of failllre to stlbstantially comply with, MQSA standards,

sllspension or revocation of yo~lr facility’s FDA certificate, or obtaining a co~lrt injtlnction against
fLlrther lmammography operations.

In addition, there were also two (2) non-repeat Level 2 noncompliance findings that were listed on
the inspection repol~ provided at the close of the inspection. Those two (2) non-repeat Level 2
noncompliances were:

1. Tile Plzal~to}l~QC records ~vere]~lissijlgfor at lec~stt~vo(2) ~veeJisbl[t less tll~ll~fol{r (4)
~veeksfor L[lzit#2, Sieil~ei~sfi[e[lic~ll S)lstc]lls, Roo]il #205.

2. T~vo (2) of tell (1 O) roII[{oIIl rel)orts revie~ved did Ilot colztc~i]lCL1lassess]lle]zt category
for tile site.

It is necessary for yoL~to act on these matters immediately. Please explain to this office in writing
within fifteen (15) worl<ing days from the date yoLlreceived this letter:

● TJ~especific steps yol[ Ilave taken to correct tile viol~ltiol~s Iloted i]l tJlis letter;

. EcLcl~step yolir facility is ta!ii]~g to ~reve]lt tile recl{rrelzce of sii]lilc~rvio[cltio]ls; cli~[l

● Scl]~lple records tJ~atdef]lo]lstrclte proper recoril keeping proce[[llres, if tllc fiilciillgs
relclte to qllality control or otll er recorcls.

Please s{[bil~it yolir response to tire above isslles to tile attelltiolz of .4rtJl~{r S. tVil[ia]]ls, Jr.,

Coillplia]~ce Officer, U. S. Food & Drl[g A (l}~li]listr[ltioll (FDA), 158 - 15 Liberty A veil [{e,

Ja]llclica, Ne~v YorJi 11433-1034, Tel.: (718)/662-5568.
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Finally, yotl shollld ~lnderstand there are many FDA reqllirelments pertaining to mammography
operations. This letter pellains only to findings of the inspection and does not necessarily address
other obligations yotl have t~nder the law. Yell may obtain general information abotlt all of FDA’s
reqllirements for mammograp]ly facilities by contacting t]~e Mam]moguaplqy Qt]ali~y AssLlr;3nce
Program, Food & Drtlg Administration, P. O. Box 6057; Co]tlnqbia, Maryland 21045-6057 (1-
800/838-77 15), or thro~lgh tl~e Internet at ~~~ ://www. fcla.~ov.

Sincerely yotlrs, -/’

~~~::&/_--------”’”

.- Acting District Director
//’~ New York District


